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i^m kr 
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§§S^|] KIM, Chang Ju 

[^SJe^eiS] 650613-1042212 

[^Sl] 443-770 

r^^i s^i ^bm ecHo^i^aomm 202= 102s 

KR 

[ssswi mm 

[tiffll] 10-2003-0067588 
[St! SUU 2003.09.29 
[^SAHfl] 

r^Ma^i m=p- 

01 s a (ei) cHaiei 
oiehs (oj) piaiei 
(ei) 

0 S 38,000 a 

[^•as] 32 a 0 si 

[?ds?&£] 1 a 20,000 3 

[^lAhS^Sl 16 li- 621,000 B 

679,000 a 

[S^Am] 1. fiofAH- SAIIAH(Ee)_1S 2.^dae§AiW Sg_1S 
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(b) ^-7} «j -s-ofl ^ 

£ 1 
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Q 
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A 1*!H3 {Sustained-re lease formulations} 

£ l£r ^ *r€- ^o)rf. 

£ 2te 3, 4. g 5°flAi ^|]str Ai« o v^ ^jo} -g^ig lJ-e^ 

£ 3^ 5, 6, ^ 7^1>H »l2;tr ^3 -g-f^ig 

£ 4^ 8^1^ ^Stb -§-#^]^ 14^^ %0]T%. 

S7H ^-^§>7fl 1^ ^£7} ^S^Hf ^^-5- °W -§-# >1]^7> 7>^ 
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S. 3:71 <H1 4^ ^iM^l ^M-TT $X^. SEtt, S7H ^JE^Bflofl 

p]^^ 4,252,786^ S7l ^# ^ 0*> *8^3*» #5-^ *>7] 

^ ^^lS. 3^ 7flAl§>^Cf. oje^ JL7H 

5,464,633^- ^£ ^ nflH^^l S^^o] ^ 

^ i^7Hl #2?"$ 9*fl*Hr 7flAl^ji o^cf. ZLBlu)-, ^ 

tflt!: 1 ?!^- ^^-7fl ^1 1998-8559231 ^ f-B-*>fe ^(coreH ^- ^ ojAj-o} ji^> 

iS^^§- o_3.*j ^fl^Kf ^« 0 V^ aflafl-I- 7flA]*> 

ojc]-. o)^ *\}2,^o] ^^o)^ xiq-n. ^rf. 
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(osmotic pump)^ ^-Hr 0-^#-ir q-Ef-tfl^^V, -fr^-g-nfl* A>-g-sflo> 

3. tf^Mi^ iHH^Chole)* *M*|3. #cH°> *>fe ojB\-gr<>] SULCUS 1999-1713). 

<12> 2,7] $\ -g-^ 0-^> 7>#7]] J^^S. -g-# *)H7> 

[^Cl oj^jL*)- ^ 7^3 4^] 

o-*> «j-#oii 7p#7fl -§-# ^H7> 7>^tb *n*ii» *n^Hr a* ^sls. th=h 

<14> ^71 ^*>7l t^t^ 

<15> ( a ) ^ 3L-fH^ ^ * ^£ J^-fr ^ JL^7>>» A^j- 

^ ^; 

<16> (b) #7j ^ Aj-ofl ^-g-^ S^fS £ 

<17> ( c ) %^^r ^ 3g-§- S^-g- S^>J1, ^-7] #-g-^ ^ofl 

cl8> ^ If^r *ll^&t}. 

<19> ^- 7 1 A| wj-^ *fl*||fe ( ul^r7>, P H Zl^l-, ^ o^o] ^ 
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<20> #7} A^j-Aj H%6\} S^-Slfe S-H-^-Sl #*j«*IM $4) g 3g£ S-Aj^ J7^-^ 1 

mPa.s 100,000 mPa.s^ £fe jl**>*i 4 s , wHM*WI*r 3,500 mPa.s 

100,000 mPa.s^ ^ al^>^ ^ SZrf. Aj- 7 j ZL^a}^ ^S-^-aIsS 

^m^-i-S^-i, *jE.^H^<a*Si^. ^l^Al^^^l-S.^. 

<21> # 7 ] A^j-Aj ^ofl ji^-aH fl-^fr A^A^ ^ ^ofl tfl*}c*| o}= x vfl^q gg 

<22> Aj-7] %^Aj^_^-o. ^ .=ilg#o|l £f£l^ S^-g- JL^-^fe 1 

mPa.s ifl*l 100,000 mPa.s^ ^JE.* JL&x}<£ ^ 9X<L*\, *}^-s}X]$r 3,500 mPa.s ^] 

100,000 mPa.s^ $5Lm J1^-a><^ ^ ^cf. aj- 7 ] JL^-aHt o.Sfe. l-ejw]^^ 

^ nf^i A}^ - 0 X ^uY ) o]<$ o>u|tf. 
<23> AJ-7] A-^Aj ^l^ollAl ^ ^Aj «|#6fl ^-g-Aj ^^6fl A}-g-3^ Jl^Kr 

P H 5 olAj-oflA-1 -§-SflS)^ #-g-Aj J1^7># A]~g-^- ^ ojrf. Aj-7l A-) ^Aj ^ 

#^1 JI-g-A> ^ P H 5 ojAj-^A-l -g-isflS)^ #-g-Aj JL^\m A>-§-^- ^ &Uf. 

<24> Aj-71 A^J-Aj ^1^1^ ^--g-^ jgs. ^ <^ ^^^Cl A}-§-<g ^--g-Aj JL^Rr ^# 
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040077158 #^ %J;*>: 2004/10/25 

<25> ^o] *)l^Hr ^-7} X\»£s§ *fl*H ^-frsqfe *MJ^«r£. JSTfctf *1jM|, ^"ix.^ *1 

43 # ^1, 71^-^1, ^*ll, iEflSol^ ^ 

<26> ^"71 #^£r£r q^t^, |sc]^, AjH^^l, ^S^HlJEL^, t^J, 

*fl*lH tMf£}^ ^H-^ 60 ^*1 99 ^%7\ ^7} *H #^*>J1, 1 ifl*| 40 

<28> o]^, ^4 ^l^Tfl ^"^4. 

<29> ^6fl^ ^71^ ^1-^ ^ ^o] 0-*V ^f^l 7>^" 

711 *)M7} 7>^^-£S. §>7l ^tt ^J^-S-Ai, o)M. <^ 2 7fl3l ^-el*>Jl 

°1* 2 7flSl %■ X[o}6\] ^--g-^ 3*8 -M- ^-R-Al^uL, Aj^^O. S ^ 7 ]cq 6)^ yj-^^. ^ 

<30> nJ-BH, ^ol ^S}^ A^ 
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<3i> ( a ) ^^«. ) ^ i-B-^ g 4* JH§* 3Hr -HS-*># 3L^*Kr ^i^" 

^ ^; 

<32> (b) #7] A^Aj i% ^-ofl S^fs g 

<33> ( c ) $ qg# S^-g- ^Aj 3l€>*>» S.Q*}5L, ^7] #-g-Aj ^# Aj-ofl 

<34> ^-71 £.-$-^-2) SL-fr^Q ±^7]&^ ^ tfl^ofl ^fl^ 

<35> # 7 ] Ai«<H3 *H*|) ^ =L *fl*H «-fr2^fe # 5 vfl^l 99 3E. 

<36> ^-7] i-fh^S] ^-ofloflAi ^ ^ £y= 3L&7fe <$*\] 

^r, 5L&x\ s^-M ^JEfe- 1 mPa.s ^fl*l 100,000 mPa.sH 3,500 
mPa.s ifl*l 100,000 mPa.s°ljl, «>^*»flfe- 4,000mPa.s vfl*| $f 20,000mPa.s°li=K 

<37> ol<q- ^ ^ £ ^4 ^ ^ jg^g. ^ J= 4ij-Al 5£ 5.^1 li «-S 

a}^ ^ Xlrf. 
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a^s)^- TDfls.'i K4M CR PremiumCMethocel K4M CR Premium, ^^M, *l^-)-§r 

<39> ^aJ-Aj i%6\} S.^S\^ ZL&X}±= JL£X}2) f^cfl tC^ ^ Jft^, 

^ # ^6)| tfl^H 1 ^fl^l 99 ^ ^^Mlfe 1 vfl^l 50 f^%7> 

<40> Aj- 7 1 A^VAj g #7] j7^> ol^ofl, ^Aj-o} ^7H11- ^ 

ofll- sl^^s.^ n]^^ o}til ^ (Avicel)^), ^iHSS, ^f3S 

^qi-, olA>^(ol^ ^-i- A}-g-^ ^ ojo.^, -g-gfl^l 

, 3? o] 4i=S*M. ^ ^-fr a>-§-^ ^ ^o_^, ^Jf^fl-AV 

&t}. ol^oHi, ^^#^ S a> 4H#(ofl: Primojel), ^^r, 5&^=r =LSi\ <34 

^mi. sm^, se^ ^1^1 f-B-^- ^ at*. 

<4i> fl^^ls^ llf^if AH-Brfe 3<H # *fl*M ^ lG- 

90 ti>^*>7fl^- 9= 60-90 ^^s. ^-B-€ ^ 5^-. A^Aj ^ ^ 

ifl*H 0.2 tfl^l 2 w>^*>7fl^ 1 lgfls. a>-8-« ^ Xlcf. -g-*Ml 

Ai«J-Aj =lO] % ^6\) tfl«V^ 0.2 Vflx] 5 ^^=%, «>^^-7fl^ 2 A>-g- 
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^ 1 tfl^l 20 v}&2\f>\7)]$r 2 xfl*l 10 ^ ojcq-. 

:2> ^. 7l ^-ofl ja^sj ^S. i^th}. 

t3> #-8-^ ^^#^1 A>-g-£)*r JL-g-*}^- ^j-aj o.S A>-g-Sj^ ^-g-^ al**}* A>-g-^- 

^ &UL^, ^ pH 5 °1-}HM -g-isfiS^ #-g-^ aL^>ol ^o] W>^^>4. A}-g- 7>^tb #-g- 

l4> ^"71 Jl^}^ 6H1^1°1B. Hf^olE, ^tl-S-iLi «>MN°1 

* *r Si*}. #^1^3] -H^:^^ l-^wl^d^ «^|o]H, l-^wl^^-m^^lH H. 

B ^^1, ^ 2:^-6.5. o]^^ ^o.S.^-e] %o) xi\^ H}t^H, ^l&K 
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3.^)- ^ ofl^ 6>3L^^o1hs1 i:i ^f^(poly(methacrylic acid, ethyl acrylate) 1:1)7> 

•^l^fe -H-^^ L100, L12.5, L12.5P, 30D-55, L100-55 ^f-°l + oj, > o]- ^.c 

L100-55* ^-g-*Hr 

^ SZ^. Zl&l^: 7>^^lS.^ #B^1H3! #S } # ^ ^ -O-^K^; p EG gooo), ^wJ-a]-, ^ 

#-§-^ -S^f^i- ^^*>7l ^tb -§-<^H 7>^]<q ^-^g. 5 vfl^l 50% <U ^ 

^-§-<^ ^-S-^l ^ ^4H^M-H-§- ^/^ eHMJ %-t>M-H# 0.1 ~ 2 

8 12 ^% <a ^ 5^. 

:48> ^71"^ W}<4 ^-o] ^. ^ H ^-0.5)^ <|^<2f 

49> ^ # _^-o. S^ofl A>-g-£|^ oL^-7>^ 51^* - o}^ jg.^ 
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1040077158 



#^ 2004/10/25 



mPa.s tfl^l 100,000 mPa.s^ 4 1 Stlfi.^ , «>^«»llfe 3,500 mPa.s 100,000 mPa.s^al, 
w>^*V7flfe 4,000 mPa.s vflX| ^ 20,000 mPa.s^l^. 

^Hl€^l ^Efls (polyoxyethyiene sorb it an ester), JE^- S.S.^Sl'i 

& 3*03 3.7} «■ »m-&>31 &^o_S. §>7l ^4i*Vo.S. -fr*l 

^•71 ^#^r *eH^31 ^l^tfl, peg 6000, aeloMm^ 

^ 7}^1 ^7>S. S.^ ^ 3.T%^Sr ^Tfl *}7] iflSfH ^3. £ HlE}-^- t\ 

*1lHd *Ml*r *11M3 «q $ q=#-^-ft 3^<*0 3^*1 q-¥<H 

iS.'tl ZL^ <§A><g^ 60 90 f%%7\ ^7] ^HHS ^ofl ^7fl^>32, 10 ^} 40 

7> #7] q**-^fr ^# S^f-ofl ^flSRr ^o] w>^s>rf, 

•g- a^vaj qgj^ ^ o. ^ofl ^ ^oflAi 

3*0*4 S7H1 A^j-^ q-B}-^ ^ ot#-^-^ ^S. Aj-ofl ^ 7 >^ 

5L^** ^ Satf. °l^r ^-§. S ^^6j| ^7flS>fe ^ # n>^. ^ofl *j 

« 0 >#£]£^- Tj>uL, #71 Sj=l-*-fr HI- €^)*Kr ^ , 
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040077158 ^ <^^ : 2004/10/25 

<55> 3.^^6\] 3L&X}$r 6fl A}-g-£)^ . g P H JL 

^5|]olB^| 1:1 ^^l(poly(methacrylic acid, ethyl acrylate) l:l)7> ^] h}^*) S>tJ- . 
^Bfo>a^^ ^ ^m^^lH^ i:i ^^|3.fc f^ajAS *1 -frS-i^ L100, 

30D-55, L100-55 ^ ^ ^} , -ffr-JELBj-^ L 100-55* a>-§-^ %o) 

, #s]<Hl€^l#^# £ n -fK£*fl, *l«<Kh Hs1#sl^lel-oiH., ^eMleKI^, sl^Hf 

# ^/2^r sHM %^VM-H# 0.1 2 ^% Ift ^ 

<57> ^-7] 2^41 ^J-Sl^r Jl^-^H ^ £ €*Hr -§-#4€^l ^ l£^<5> 

^ ^ ^. ^71 3L^7\°\ %^o] ^ 7 }^^ QyQ ^ofl ^5)^. o) .g. 

##JE7> ^^Tfl 5)T^, ^7) W 0 >#^£7> €" ^O^Tll ^, ^ 

#7) ^ifHg iS^o} # ^ofl tfl^ 6f o.l - 20 ti>^§>7fl^ ^0.1~5 
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040077158 2004/10/25 
<58> 3^-& s ^ ^ofl ^ ^ o i o.^. ) ^ ^ A>-g-Sl^ 

* ^-*}^ ^"71 ^^Hr go] ti>^Zl^. ol -B-71-g-Bfll- A} 

<59> S^#^r ^7lo)l^ ^ t}<£^. tg^o} ^ 

•?--§- aflaflS. % ^ $X^. *}&*\*}?\}$r, tgEflS. ^ ^O.^, 3*J| ^ 

<60> 123^ A-^^ ^^ofl A^J-^ 1%*. Ej-^ «^ ^ o}-^ 3^ ^ ofl 

<6i> b^^C^I^WI <^fl ^l^m ^-f , Ir^^lr, K4M CR 

Premium ^ 31^>, o}til>S PH 102 -§-^ ^!^-g- Primojel ^ ^fl^l- 

<62> tt^-U ^ofl ^-gfl afl^-fe. t^Is.^ K4M CR Premium ^ 31 

^l-i PH101 ^ ^-*g*)l, L-HPC ^ HPC-L ^ ^^fl, p}ili11# 

^ ^, 4^71 roller compacter)S 

^ 20 meshS t^^SlS.*] A^VAj ^s. =^ &t}. 



33-16 



9 



<64> 
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L100-557> S^^l* #ofl ^A^JI, ^fJ-Sj-g: *fl4«H 3-^ 0 ASr 

^ w ^ ^» $ 2^7l(if #<H, Hi-coaterHl ^^)IL, -fr^S* 50 ~ 
80 -C3L *}JL tifl# ^71 3 0 tfl^ 45t:s §H ^aI^ji, Jg.^ ^og £ 

#<H] ±t91 *]#S\3L SL^SL^o) (PVA7}- 45.52% 3^*11, ^h^A» ^ 

^1* thfr. ^gjg ^ # s^#o] 344 Ai^Aj « 

S^IH* Hi-coat erH S^Ul^ul, fy^if 50 vflX| 80°CS SJ-JL «fl# ^-7] ^iE 

« ^ 30 vflAl 45°CS «H AS #2: ^-7]S 

c65> ^ ^gjg ^ # 2**4 Q± 2*^# A>-g-^ -f* flth 

C66> ^-o] A^Aj ^ji, 3^ ^ o] ^ o. ^(^-^; 

PVDC, PE, PVC-U-f-)*}- ^<>1 ^^7l7> ^ -§- 7 H ^^§>o^ ^ ^rf. g^, 

:67> ^71^ ^-o] 2 ^7^15. ^#4- «J-#^H, ^ JfL<*| ^ 

^-S- «L>°fl ^-g-Aj ^#0] ^3Zji|j7 UfAl ^1^0. S ^ #0 ] « 0 >#^ O.^ ^ 7 ]^ 
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<68> %S§^$0_3,*\ +a\ ^ 7 ]6\) sftjQ ^o]]^ =-2*i& ^^5. # 

«!1fl-4 ^-i: ^iL7> Xl^, <i» 

<70> ^ aHI i 

^ (l) *11H§ 

<73> [S l] 









4.17 




70 


! 4*1 -1 PH102 


35.2 




2 




111.42 
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<74> ^^o^ a lofl 71^51^^^. ^Hjofl JglS.^, J= 3-A] ^ ^ 

2903 mPa.s), *}E}i§ Jfi§*H Avicel PH102» f>Jlvil# ^o> 

7>*H ^^-$1^. <g<^^l ^#,g- H5fl^(Korsch PH 106)<>fM 

*H ^ 111.42 mg^l «H 3*11 (^r, a^J-a^ 100.0007B1- ^S^cf. 

<75> (2) #-g-^ ^f- 

<76> ^aJ ^#^r -B-^^^l L 30 D-55 (30% 14.3kg), PEG 6000 (10% <^ 

-M, 4.15kg), #3 (1.1kg), ^ a.3)lSi^(cremophor) EL (0.05kg)^- *\*\*\ ^7}^- 

^, ^ -g-*fl€ "fl^M m^d) ^-g.^ i^*"^- Afl££*}£i}. Aj- 7 ) (1HH X| 

^ ^l* -S^ ^(^, Glatt ^ GC-750)ofl f^Al^JL, ^-7l5L *H^>7fl *H «fl# -g- 7 l ^JE 
7> ^ 30 401C71- 35M=- S}£rf. #-g-Aj ^-71^1 <^fl *H§-S]^ £JjL # 

*]iiL S<>H 7>«1^- ^^ln>, ^Afl» ^A]7l7l ^7] 

^ 30£-# T^^tf. =nf^ =70^ 7^J-^o.^, o]^. ^ 

:77> ( 3 ) ol= # ^ ^ ^°2}o) ^ ^ =^ 

™> #(35.007kg)^- ^= 70°CS. 7><i*>JL, ^ 7 ]ofl 2910 5mPa.s 

(12.99kg), 1-31(0. 45kg) ^ (i.5kg)# ^aHr}^ a^*) 7>^rf. zl^ cf^-, 
^7H1 #(17.503 kg)^ 7>tt ^, €3.^(0. 85kg)^g- a-J a-^ "S] 7>*>^rf . ^hJ-^ 

* Tll^r JUtiV^A-] ^ojs. ( 2 )^Ai ^-§-^ -*ilH3 ^* 

■S^ ^SHl ^^}JL, ^7)£. U±^7\] *H Wfl# ^-7) -Sr£7]- 9f 40 50 t?7> ^JE^ 

^- ^ ^ ^^-i: #-§-^ A^ ^6J1 ^SI-jl, 3*1)* 
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a] ?i 7] ^#4- ^ i0£-# 31 ^stb * ^^sa 
4. 

<79> -8-71^ 4©1 *i*<H3 3*13 ^5 145.81mg^l©i©.H, %■ 5mg3 

<ao> ^,aH1 2 

<81> (1) A^Aj ^ 

<82> ^A]^ 2 ^ A^A^ ^c^ 3 Oj^Ho] SA j g afl^^ ^ifl^ ^"Cf. 

<83> [IE 2] 









27.5 




70 


'S. PH102 


35.2 




2 




134.75 



<84> 



^7HH Aj- 7 ] S 5 o)] 7 ] 7 |]5|^oJ^. 2:^«H M 3)1 1^ ^ f = 5.^^]^^ 

tSii(5|£S|£i 2903 mPa.s), -*f^*ll Avicel PH102* ^W53cf. *}^]# i 

3l<>HHm» 7HH ^W^4. ^t#^r 3^ *E5)l^(Korsch PH 106)^ 

134.75mg 3*)1(^, A^Aj 100,0007fl» ^flS^rf. 

^ (2) #-§-Aj ^ 

^ ^ =ng#£ -fr^Li^ L 30 D-55 (30% 14.3kg), PEG 6000 (10% ^ 

<§°A, 4.15kg), *H (1.1kg), ^ 35l]2.5£<^(cremophor) EL (0.05kg)-§: #<H1 *H-arl 

^ ^* *ffl m, Glatt ^ GC-750H1 MaI^JL, ^-7}S. ^?>}7\} *M «ti# ^ 
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5=7} 30 *fl*l 40 °C7> SjS.^ *>^^-. #-§-^ *7l^-6fl ^5)^ £Jf- 

#*lJL =a<>H *|-g-*H «r¥-*|-Sft^-. 7>^^r flWll, 3*0* ^A^l * 

71 ^ 30^ ^1^*>^4. ^€ 2<H« #*H*1 7^^o.^, o]« ^2: 

<87> (3) o}=-§. f-fj- qg-g- ^ $ iEL*g 

<88> #(35. 007kg) * 70 °C5. 7>«i*>jl, c$ 7 )6\) is] JB^-A] ^ ^#5.^.^: 2910 

mPa.s(12.99kg), 1:3.(0. 45kg) , $ HBl^M^Cl.Skg)* 7}^}^. 

(17.503 kg)* 7>tb ^^(5.5 kg)* 7>^tf. «^-<flj* -Ms^ * 31^ 51 

^z^-^rf. (2)^ *fl^: #-§-^ A^j-Aj J^N 

**l*|-3I f ^7]S ^*>7fl *H tifl^ ^71 ^8r£7> ^ 40 ifl*l 50 T371- S^uJ-. 

"S^I* #-g-Aj ^f-o) A^Aj "^ofl ^f-^jl, eM-S^ 3*fl* 7)7] $) 

<89> Aj-7]^ £o] afl^ A^J-Aj ^>flo} f^£r 174.75 mg<>l 5S ^ , %■ 33 mg^ 

3fi* 3Lf-*}$4. 

oo> ^IaHI 3 iflxl 5 

<91> (1) A^lfJ-Aj ^o] 

<92> ^Al^ 3 ifl*] 5^ A|« o VAj tfljo} ^Aj^-31 2Aj ^ ^lS^^r ^>2fl 5. 3^ 

<93> 
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13. 3] 





I^Cmg) 




^^Hl 3 J 




^|6]| 5 




0.15 


0.15 


u 0,15 


i ^IS^S K4M CR Premium 


50 


20 


70 


oHI* PH102 


47.85 


77.85 


27.85 




1 


1 


1 


Pr imojel 


1 


1 


1 


Oj: ' " 


100 


100 


100 



*^7)<M 15 <§^<3, SL H 7l7fls)ol^ a^«H #49 ^lS-t K4M CR 

PremiumCMethocel K4M CR Premium, ^-f^M^, ^l^O, ^Bj-^ Avicel PH102, Primojel 

* £^Sr$!th n>zLtil^ iE)lo}sllolH t <£#is) cf^g- sj^ H3l^(Korsch PH 

106 43 *H 100 mg£} *JH^] <HHM§ ^4 100, 0007fl » ^ls^^cj-. 

(2) #-g-^ 

(1)°^ A3i% «| 5 kg^r iS^ 3ffl(Hi-coaterW 5*1*1 71-31. ^713. 4^*]-7fl 

*H =&7\ ^£7> 4 30 ifl*l 40 Q C7> 2E|£S. s]-£4. «J}a|?]a(^£e^ L100-557> 

40% S^Jfl, £4^» 500 g^: 4*114 #6fl iEL^^ ^-71 4*fl 

4^4^ #*l3. ^"71 Ai«^ ^6)1 ^-B-, ^71 ^-jr 4 10^-Tl 4 31 ^4°*) £ 

S45S4. ^7H c>ams1^(-B-S-^ L100-557V 40% 5L^€ -SlMl , ^4^ 

a»51 Aj-71 A^j-Aj ^) tn^H 10% 514. 

(3) 41" "t-H- 5S*3 W*I4 ^fls # ^ 

3^ 5ffl(Hi-coater)<?H ^sMSHr ^ (2)^ ?dS^ 3*M, wfl# ^7l 

£rJE7} 4 30 tfl*l 40 0 C7> o_x|sl-£t]-. t±SA] <*A><g 2 .5 g4 _2_4^4°1 (PVA7> 

45.52% S3t& ^M, ^4^*r) 3^*11 240 g^r 4 *1|4 ^44^ 3.^°*^ ^ 



33-22 



040077158 <H*>: 2004/10/25 

^7l<SH 3*fl -g-Jf ^IS. ^7] £2:^ 3*H 4^", *7l ^-jr 10 * 

# ci ?fl^r«H ^S*V^rf. <*) 7 H -go^ ^^1^ ^.sl-^al-o] (pvA7> 45.52% ia^*ll, 
tef^}) ia^s] >^7l ^*1H tflsH 4% £3- 
<99> (4) sqs) ^-§- js^y ^ ^ 

ioo> ^(Hi-coater)^l ^*»3<HSHr # 7 1 (3HH 3*H, «ti# *7l ^J£7> 
^ 30 40 °C7> 5)3^- -fr^S^. L100-557} 40% 
tW) 12 g* 4 #^1 ^A^ T^tt * ^7l*H| 

^ #*1jhl 3*H 4*. ^7] sj= io^# e] 7fl^*H Sat^sa^ 

. °}7H ^^6j|A-l o]-5L^Bl^(-B-^e|-^ L100-557> 40% S^*fl, 

S^^SI #71 ^*|H tflSH 2% ^4. 

ioi> n ^ 030^ ^(^H 3 5)fe ^ ^ H6 ifl*l 117 mg# 7>^r}. 

102> (5) -g-#A]^ 

103> #7HAl 3*11* -g-#A]^^ ^Al-&>^^. -§-<|^£r tfl*^ 

-8-#*l^ *H2^ ofl ^l^^VSm-. 37 TC, 100 rpm-^O-S ^7) 2 

£r pH 1.2^ 500 mH #e|^s^o]B 80 -8-^(1.5% a.q.) 1 ml* 7>^r A>-g-«>^ 

tf. M-^^ 3 Al^o>^- 37-c, 100 rpm S^JlS. pH 7.2^ 500 mH*i 

Sa^-. -8-**|^ ^4^r *>7l £4|£24 *tf. 

104> 
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[3£ 4] 





-JHTJeL ^(^^*) | 




-a^ioii 3 


^A|o)| 4 


-*J*H1 5 


0 


0 


0 


0 


2 


25.32 


28.56 


22.34 


3 


74.89 


97.69 


60.23 


5 


99.785 


100.43 


101.45 



105> ^7) I 4 ^ £ 2<*1H ^ w}<^ ^-o], ;$*|]6J| X ^ ot=§ 0 2mg & 25% 

°H Sfl^Hr 0.05 mg^r S7l 2 ^i^oV ^#*>7fl 5) 31, 0.15 mg^- 3 Al^o> 

106> ^Ale^l 6 ifl*l 7 

107> ja^#3 JLSH^ 

ios> 6 ^ ^JaH ssq- s^^- ^ .2.3. 3*IM> -fi*H 5^ -^71 

tfl^H 3^ 3.^^ 3.^% 3% ^sa^ 

uo> %] 

111> #7]4H ^*)13 -g-^^ ^Al^ 1 3^ -§-#^4 ^JLS. ^ 

112> 
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IK 5] 





■a-*^ tia^j w***) i 




*H<* 5 


6 


-U*MI 7 


0 


0 


0 


0 


0.5 


13.5 


18 


3 


1 


16 


21 


7 


1.5 J 


18 


23 


11 


2 


22.34 


25 


15 


3 


60.23 


58 


62 


5 


101.45 


99 


99.5 



113> ^7] 1 5 ^ £ 3<M ^-<?M ^ <&±r #o] , ^ofl igJfrQ ^# 0.2 mg # ^ 

0.05 mg^r 2:71 2 Al^o> «<hfrSM, ZL ^3I| =Z^^2] *<H rtj-Sj- ^Sj-^I 

114> a AM 8 

H6> ^efl 8^1 ^aJl^ s^^- o>sfl a 64 t^. 

H7> [5. 6] 



2:^ 


-gating) 




6 




120 




5 




99 


HPC 


30 1 




1 


HPMC 2910 


14.75 




0.45 




1.5 


3* *M 


271.7 



(i) *1iHd ^ls 
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119> ^- 7 HH 120 kg^ ^•frE^E.^, 99 kg^l 

^5.^ 2903 mPa.s), 30.0 kg^ ^afl HPC(^1^^HS.^^1-S^S)1- ^WSft 1 ^. ^€ 
tf-g-, n>ZLUil^ ^B^HHB (500g)» 7}^3L, ^WSatj-. ZLE] jl, 3ti)e] 

(roller compacted 20 mesh^) *H3. ^l^r* -i*l*rS!^. tJ-A] 

^*HMH(500g)* 7>«H £^ ^ 33 ^efl^(Korsch PH 106)<*fM ^ 
250.0 mg 91 »m 3^1* 100,0007fl ^S^cf. 
(2) 

121> 3 vfl^l 7 4 ^<atb ^ 3*H tfl*H 10 % 3.^-£r ^1^^. 

122> ( 3 ) ^ =ng ^ojj<q ^ s ^ ^ 

123> #(35.007 kg)* 70'CS. 7}^}JL, <^ 7 }d\] HPMC 2910 mPa.s (14.75kg), 

(0.45kg), g H^Hm (1.5kg)* S^r^l 7>^rf. #(17. 503kg)* 7>*V <§ 

*i aIhs^^I (5kg)* 7>^rf. ^11^* ^afr ^ ^ 7^1^ SWV*>^Ai ^0.3. ^z}- 

^-^cf. ^"71 (2)«HH #-g-^ W S^tt ^* 3*8 €*fl ^*>3L, ^713. tt|-^«>7|] 

«H «fl# ^71 ^£71- 40 vfl*l 50 °C 7> §>^rf. #7) S ^ t^ofl 

* =8-M ^*1H ^r^l-ZL, ^-B--S^#ol 7dSA]7l 71 

^ *7l ^* 10 ^^>^ £2: * ^H>H ^i^c^ *)#S}$ttl-. 

124> #7]$ «><4 ^ol S] 5^.03.^ ^-g- ^ 271.7 mg* 7}*lfe # 120 rag^ <*^E°ll 

*0^4 5 mg^ <3*>Al:Ee);£l* s^Hr <£* ^ 5£cf. 

125 > (4 ) -§-#^1^ 
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:126> 



*\}2^*\) §*H Al^%>^cf. rj, 37°C, 100 rpm 12^^ ^S^th ^ 

127> [ S 7 ] 





8 




ttS.o)|5)| = ^(%) 




0 


0 


0 


1 


8.3 


100 


2 


f~ 17 




4 


49 




6 


70 




8 


84 




12 


100 





128> ^7\] ^*fl ^ *1«<H3 tfljofl ot # ol cgAV ^^JEL^ 10-20%7> l-2Am 

100% ^jI, 90-80%Sl ^51<«3=^ ^ 10-11*1 ?1^<?> a-^^ 

i29> ^6\] ix|-2^, ^ ^.c^aI ^71^ efg. ##(burst release)* Ju^^ 

# SHfrfr ##3}-^ *l]*fl» afl^ ^ HL^h ^ 

■?! A>-g-^H *fl2^r ^ afla^^tf^ ^-ttt €-8.3. ^ 
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l] 

(b) ^-71 tq ^i-oil ^3-§-^ a^*; gj 

(c) *>8^* g? s^-g- aiHfci, ^-71 ^--g-^ ^# 

[^T 1 * 2] 

»U%H1 5&°H, ^#-SfH 3.^}, uL«-*>, pH alS*} 

, gj °ltal ^€ ^a^>» 3L^*Kr, ^71 

3] 

*l|r^ S^r ^12^1 SW-M, ^"71 ^ofl a^-*Hr 1 mPa.s ^} 100,000 

mPa.s^ ^ aL-g-*V<?i ^ 4*3 o.s ^ ^l^l. 

4] 

€^M3 IL^^fe 1 mPa.s *fl*l 100,000 mPa.s^ ^S* £fe a-g-*]-*! o_ s 



33-28 



1020040077158 #^ <g*>: 2004/10/25 

5) 

6] 
7] 
8] 

*fli*SN fl°H. ^-71 #-g-# ia^#<*fl jl£*>7> pH 5 «i>*HM -8-*fl3*=- 

^-§-^ ^7>o] ^ o. ^ A-^wj-^ *jj>fl. 

*fl2*°fl Sa°1^, ^71 ^2} S^f^ A>-g-S)^ JL*7.>7> pH 5 °1#<M -§-*B^^ 
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Wt 1 * 10] 

#*IM ^ A^ *H*fl. 

[3^* HI 

3 1:1 WW^l ^-55-3. -&>^ a^ ^1^1. 
12] 

13] 

SE^r 2fl2%ofl ^^^i, €^ Aj JL-f^- ^l-SL^l, ^in^ al*!"!^ 

*]£.*!], m^r^l-S- ^1, 71^1, IMJafl, W]^ 

BflS.ol^ ^ £^ Hltfl^ *lJMl, -1:^] , ^]^Bf^^], ^ o}s.^ 2f±S ^Aj 

[^t 2 -^- 14] 

*m3-qH) 5fl°H. ^1-^ qsflt}^, ^St^, AlHH^^l, <fr£<M2=^, tiS^l, 



33-30 



^*>: 2004/10/25 



13^8- 15] 

*)1 14*^1 &<>H, #7l ^£3.41 SEfe 3. <*#<*<& 4^o_3. *\*& 
16] 

*I115%M1 #7l *MH ^-ft-sq^ tiS^J SEfe- ZL^ <*a><*£| 60 ifl*| 99 ^% 

71- #71 Ai« 0 V^ ^611 ^fl-SV^L, 1 40 f^%7> #71 *^^^--f-ff S^^ofl 
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